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P a g e  2  

D r. E d w a rd  S te i n b e rg  (T h o m p s o n  M e d i c a l  C o m p a n y ), a n  o b s e rv e r a t 
th e  m e e ti n g , v o l u n te e re d  th a t T h o m p s o n  h a s  c o m p l e te d  a  
ta b u l a ti o n  a n d  a n a l y s i s  o f a l l  p u b l i s h e d  a d v e rs e  re a c ti o n s  
i n v o l v i n g  p h e n y l p ro p a n o l a m i n e  a n d  i n te n d s  to  s u b m i t i t to  th e  
a g e n c y  w i th i n  o n e  w e e k . H e  s a i d  th a t T h o m p s o n  i s  a l s o  w o rk i n g  
o n  a  p ro to c o l  fo r a  d o s e -re s p o n s e  s tu d y  a n d  w i l l  s u b m i t i t to  
th e  a g e n c y  fo r c o m m e n t v e ry  s h o rtl y . 

D r. G a rv e y  a l s o  c o m m e n te d  th a t C i b a -G e i g y  h a s  s u b m i tte d  a n  F O I 
re q u e s t to  o b ta i n  a l l  F o rm  1 6 3 9 s  re l a ti v e  to  p h e n y l p ro p a n o l a m i n e  
a d v e rs e  re a c ti o n s . F o l l o w i n g  re c e i p t, h e  i n te n d s  to  a n a l y z e  th e  
d a ta  to  s e e  w h a t c o n c l u s i o n s  c a n  b e  re a c h e d  re g a rd i n g  fu rth e r 
d e v e l o p m e n t o f p h e n y l p ro p a n o l a m i n e  s tu d i e s . 

M r. R o b e rt P i n to ,, c o n s u l ta n t fo r C i b a -G e i g y , c o n c l u d e d  w i th  a  
s u m m a ti o n  o f w h a t tra n s p i re d  d u ri n g  th e  m e e ti n g  a n d  m a d e  th e  
c o m m e n t th a t h e  h o p e s  th a t th e re  w o u l d  b e  n o  p re c i p i to u s  
re g u l a to ry  a c ti o n  w h i c h  w o u l d  p re v e n t C i b a -G e i g y  fro m  p e rfo rm i n g  
th e i r a n ti c i p a te d  

A tta c h m e n ts  (3 ) 
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ATTENDEES 

FDA Personnel 

Raymond Lipicky, M .D. (HFN-110) 
Philip Dern, M .D. (HFN-110) 
W illiam  E. Gilbertson, Pharm . D. (HFN-210) 
Dennis L. Myers, R.Ph. (HFN-214) 
John R. Short, R .Ph. (HFN-214) 

AND 

Industry And Press 

Patrick E . Ciccone, M .D., Menley and James 
Thomas E . Costa, Esq., A . H. Robins 
Thomas Q. Garvey, M .D., Garvey Associates, Inc. 
E ric Katz, Esq., Kay, Scholer, Fierman, Hays, and Handler 
Jeff Lyle, Ciba-Geigy 
E m ily Morley, M .D., A . H. Robins 
Gerald Ostrov, Ciba-Geigy 
Robert Pinto, Esq., Perito, Duerk and Pinto 
Raymond Ragland, Ph. D., Menley and James 
Brenda Sandburg, F -D-C Reports 
Eric Siegel, M .D., The Proprietary Association 
Edward S teinberg, O.D., Thompson Medical 
Dorothy Watson, Esq., Ciba-Geigy 



RAW WEIGHT DISTRIBUTIOK OF RESPOr\?)ENTS* 
(Hation& Analysts Study;) 

Actual - Ideal (lbs.) ' Kumber-- % 

-11 and under 

-10 to - 6 

I -5to-1 

0 (within range) 

+lto+S 

+ 6 to +lO 
i 

+11 to +15 

I +16 to +20 

I- +21 to t-30 
I 
b +31 to +40 
i . : +41 to +50 

4 1 

i2 3 

il.5 4 

98 27 

38 10 

37 10 

24. 7 

17 5 

34 9 

25 7 

20 6 

Cumulative % 

1 

4 

8 

35 

45 

55 

62 

67 

76 

83 

89 

+51Bnd over 38 .ll 100 

362 100 

*compares actual weight in pounds to "ideal" weight from 
1983 Metropolitan Life Tables, based on height and age 
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RAW AGE DISTRIBUTION OF RESPONDENTS* 
(National Analysts Study) 

Age 

18-24 yrs. 

25-34 yrs. 

Appetite 
Suppressant 

User % 

J 22. 

40 

35-44 yrs. ' 27 89 16 56 

45-54 yrs. 9 98 13 69 

55-64 yrs. 2 

65 or older 0 
in 

Cumulative 
% 

U.S.** Adult 
Female Popu- 
lation % 

22 

62 23 40 

100 

100 

17 

13 

18 
100 

Cumulative 
% 

17 

82 

100 

b 
* Sample' of 459 appetite suppressant users. 

** U.S. Department of Commerce, Bureau of Census, 1982 projection. 



Age 

HYPERTENSION AMONG U.S. FE-MALES 
Age 25 or Older 

Number of Hypertensive 
Females (millions) * 

Rate of Hypertension 
In Age Group 

% 

25-34 yrs. .9 4.6 

35-44 yrs. 1.7 11.9 

45-64 yrs. I 6.7 28.7 

65 or older 6.9 43.0 

* American Heart Association, 1981. 



MEMORANDUM DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 

TO : Dockets Management Branch (HFA-305) DATE: 

Director 
FROM : Division of OTC Drug Evaluation (HFN-510) 

SUBJECT: Material for Docket No. g%.hgs?~ t 76 h)- aS~/tl 

/ 

1/1 f The attached material should be placed on public 
display under tLe above referenced Docket No. 

cl This material should be cross-referexed to 
Comment . 

AIF<- 
William E. Gilbertson, Pharm, D. 

Attachment 


